
# IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re: PATENT APPLICATION of 
Inventor(s)Van Hamont, et al. 



Appln. No.: 08/698,896 (U.S. Patent No. 5,705,197) 

Issued January 1, 1998 



Group Art Unit: 1617 



Reissue Filed: January 6, 2000 



Examiner: T. Criares 



Title: EXTRACTION PROCESS FOR PRODUCING PLGA MICROSPHERES 



We, John Van Hamont, Curt Thies, Robert H. Reid, Charles McQueen and Jean 
Setterstrom, hereby declare that we are citizens of the United States and that our 
residences are as stated below next to our names. We believe that we are the original 
inventors of the invention entitled EXTRACTION PROCESS FOR PRODUCING PLGA 
MICROSPHERES described and claimed in our original application no. 08/698,896, 
filed August 16, 1996, and the resulting United States Patent No. 5,705,197 which issued 
January 6, 1998 ("the '197 patent"), which was a continuation-in-part of United States 
patent application serial no. 08/242,960, filed May 16, 1994, and for which invention a 
reissue patent is solicited. 

We do not know and do not believe that the invention of the '197 patent was ever 
known or used in the United States before our invention thereof Furthermore, we do not 
know and do not believe that the invention was patented or described in any publication 
in any country before our invention thereof, or more than one year prior to the original 
application. We do not know and do not believe that the invention was in public use or 
on sale in the United States more than one year prior to the original application. To the 
best of our knowledge and belief, this invention has not been patented or made the 
subject of an inventor's certificate in any country foreign to the United States prior to the 
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date of the original application on an application filed by us or our legal representatives 
or assigns more than twelve months before our original application. 

We have reviewed and understand the contents of the specification, including the 
claims, as amended by any amendments specifically referred to in this Declaration and all 
previous amendments made. We acknowledge the duty to disclose information of which 
we are aware and which is material to the examination of the application in accordance 
with the rules of disclosure. 

We believe that through error, without any deceptive intent, the '197 patent is 
partially inoperative or invalid by reason of the patentee claiming more or less than the 
patentee had the right to claim in the patent. In particular, we believe that the claims as 
issued are too narrow given the breadth of the disclosure in the specification. We believe 
that this was the result of our patent attorney's failure to appreciate the fiill scope of the 
invention. This possible error in the claim language arose without deceptive intent during 
prosecution of the application before the United States Patent and Trademark Office. 

Specifically, the originally-issued claim 1 required in step (a) that a lyophilized 
biologically active material-sucrose matrix be prepared, and then acetonitrile solvent be 
added to form a solution. Step (b) in originally-issued claim 1 requires the preparation of 
a solution of a biodegradable poly(DL-lactide-co-glycolide) polymer by adding 
acetonitrile solvent to the polymer. However, our specification describes that the 
biologically active material can be blended directly into the polymer solution or dispersed 
within the sucrose or other suitable stabilizer prior to being blended into the polymer 
solution. (See for instance, column 1, lines 22-26 and column 3, lines 9-17.) Thus, at 
least some aspects of step (a) as included in originally-issued claim 1 are optional, and it 
was an error to require all the features of step (a) in our broadest issued claim. This is an 
error we seek to correct in this reissue application. 

Every error in the patent which was corrected in the present reissue application, 
and is not covered by a prior oath/declaration submitted in this application, arose without 
any deceptive intention on the part of the applicant. 

Therefore, by reason of the above-described errors, claims presented in original 
Patent 5,705,197 are possibly not broad enough to cover all aspects of the invention 
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disclosed in the patent. By this reissue application, the identified errors are believed to be 
corrected. 

All errors which are being corrected in the present reissue application up of the 
time of filing of this declaration arose without any deceptive intention on the part of the 
applicant. 

Wherefore we request that we may be allowed to surrender, and we hereby offer 
to surrender, said United States Letters Patent No. 5,705,197, and request that Letters 
Patent be reissued to us and the assignee. The United States of America as represented by 
the Secretary of the Army, for the same invention upon the foregoing amended reissue 
application. 

We hereby declare further that all statements made herein of our knowledge are 
true and that all statements made on information and belief are believed to be true. We 
further declare that these statements were made with the knowledge that willful false 
statements and the like so made are pimishable by fine or imprisonment, or both, under 
$1001 of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of the appliation or any patent issued thereon. 

We hereby appoint Mariana K. Titus (Reg. No. 35,843) and Caroline Nash (Reg. 
No. 36,329) of Nash & Titus, LLC, 6005 Riggs Road, Laytonsville, Maryland 20882 (tel. 
no. 301-977-7227), EUzabeth Arwine (Reg. No. 45,867), attorney for the United States 
Army Medical Research and Materiel Command, individually and collectively as our 
attorneys to prosecute this application and to transact all business in the United States 
Patent and Trademark Office connected therewith and with the resultant Patent. 

Inventor's Name: John Van Hamont 
Inventor's Residence: 10518 Mustang Ridge 

Converse, Texas 78109 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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Inventor's Name: CurtThies 
Inventor's Residence: 305 Favm Meadows 
Ballwin, MO 63001 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 



Inventor's Name: Robert H. Reid 
Inventor's Residence: P.O. Box 531 

Fairfield, Pennsylvania 17320 
Inventor's Citizenship: USA 
Inventor's Signature: /^^^^^"^^^^ 



Date Signed: 
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Inventor's Name: Charles McQueen 
Inventor's Residence: 16805 Ethelv^ood Terrace 

Olney, Maryland 20832 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 



Inventor's Name: Jean Setterstrom 
Inventor's Residence: 700 Hampton Trace Lane 
Alpharetta, Georgia 30004 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 




M re: PATENT APPLICATION of 
SS^jTR£S^^nventor(s)Van Hamont, et al. 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Appln. No.: 08/698,896 (U.S. Patent No. 5,705,197) 

Issued January 1, 1998 



Group Art Unit: 1617 



Reissue Filed: January 6, 2000 



Examiner: T. Criares 



Title: EXTRACTION PROCESS FOR PRODUCING PLGA MICROSPHERES 



We, John Van Hamont, Curt Thies, Robert H. Reid, Charles McQueen and Jean 
Setterstrom, hereby declare that we are citizens of the United States and that our 
residences are as stated below next to our names. We beUeve that we are the original 
inventors of the invention entitled EXTRACTION PROCESS FOR PRODUCING PLGA 
MICROSPHERES described and claimed in our original application no. 08/698,896, 
filed August 16, 1996, and the resulting United States Patent No. 5,705,197 which issued 
January 6, 1998 ("the '197 patent"), which was a continuation-in-part of United States 
patent application serial no. 08/242,960, filed May 16, 1994, and for which invention a 
reissue patent is solicited. 

We do not know and do not believe that the invention of the '197 patent was ever 
known or used in the United States before our invention thereof Furthermore, we do not 
know and do not believe that the invention was patented or described in any publication 
in any country before our invention thereof, or more than one year prior to the original 
application. We do not know and do not believe that the invention was in public use or 
on sale in the United States more than one year prior to the original application. To the 
best of our knowledge and belief, this invention has not been patented or made the 
subject of an inventor's certificate in any country foreign to the United States prior to the 
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date of the original application on an application filed by us or our legal representatives 
or assigns more than twelve months before our original application. 

We have reviewed and understand the contents of the specification, including the 
claims, as amended by any amendments specifically referred to in this Declaration and all 
previous amendments made. We acknowledge the duty to disclose information of which 
we are aware and which is material to the examination of the application in accordance 
with the rules of disclosure. 

We believe that through error, without any deceptive intent, the '197 patent is 
partially inoperative or invalid by reason of the patentee claiming more or less than the 
patentee had the right to claim in the patent. In particular, we believe that the claims as 
issued are too narrow given the breadth of the disclosure in the specification. We believe 
that this was the result of our patent attorney's failure to appreciate the full scope of the 
invention. This possible error in the claim language arose without deceptive intent during 
prosecution of the application before the United States Patent and Trademark Office. 

Specifically, the originally-issued claim 1 required in step (a) that a lyophilized 
biologically active material-sucrose matrix be prepared, and then acetonitrile solvent be 
added to form a solution. Step (b) in originally-issued claim 1 requires the preparation of 
a solution of a biodegradable poly(DL-lactide-co-glycolide) polymer by adding 
acetonitrile solvent to the polymer. However, our specification describes that the 
biologically active material can be blended directly into the polymer solution or dispersed 
within the sucrose or other suitable stabilizer prior to being blended into the polymer 
solution. (See for instance, column 1, lines 22-26 and column 3, lines 9-17.) Thus, at 
least some aspects of step (a) as included in originally-issued claim 1 are optional, and it 
was an error to require all the features of step (a) in our broadest issued claim. This is an 
error we seek to correct in this reissue application. 

Every error in the patent which was corrected in the present reissue application, 
and is not covered by a prior oath/declaration submitted in this application, arose without 
any deceptive intention on the part of the applicant. 

Therefore, by reason of the above-described errors, claims presented in original 
Patent 5,705,197 are possibly not broad enough to cover all aspects of the invention 
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disclosed in the patent. By this reissue application, the identified errors are believed to be 
corrected. 

All errors which are being corrected in the present reissue application up of the 
time of filing of this declaration arose without any deceptive intention on the part of the 
applicant. 

Wherefore we request that we may be allowed to surrender, and we hereby offer 
to surrender, said United States Letters Patent No. 5,705,197, and request that Letters 
Patent be reissued to us and the assignee, The United States of America as represented by 
the Secretary of the Army, for the same invention upon the foregoing amended reissue 
application. 

We hereby declare further that all statements made herein of our knowledge are 
true and that all statements made on information and belief are believed to be true. We 
further declare that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under 
$1001 of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of the appliation or any patent issued thereon. 

We hereby appoint Mariana K. Titus (Reg. No. 35,843) and Caroline Nash (Reg. 
No. 36,329) of Nash & Titus, LLC, 6005 Riggs Road, Laytonsville, Maryland 20882 (tel. 
no. 301-977-7227), Elizabeth Arwine (Reg. No, 45,867), attorney for the United States 
Army Medical Research and Materiel Command, individually and collectively as our 
attorneys to prosecute this application and to transact all business in the United States 
Patent and Trademark Office connected therewith and with the resultant Patent. 

Inventor's Name: John Van Hamont 
Inventor's Residence: 10518 Mustang Ridge 

Converse, Texas 78109 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: . 
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Inventor's Name: CurtThies 
Inventor's Residence: 305 Fawn Meadows 
Ballwin, MO 63001 
Inventor's Citizenship: USA ^ 
Inventor's Signature: (^yuw4>\) /\A-<l^ 



Date Signed: ^O^^) 



Inventor's Nsime: Robert H. Reid 
Inventor's Residence: P.O. Box 531 

Fairfield, Pennsylvania 17320 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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Inventor's Name: Charles McQueen 
Inventor's Residence: 16805 Ethelwood Terrace 

Olney, Maryland 20832 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 



Inventor's Name: Jean Setterstrom 
Inventor's Residence: 700 Hampton Trace Lane 
Alpharetta, Georgia 30004 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re: PATENT APPLICATION of 
Inventor(s)Van Hamont, et al. 

Appln. No.: 08/698,896 (U.S, Patent No. 5,705,197) Group Art Unit: 1617 

Issued January 1, 1998 

Reissue Filed: January 6, 2000 Examiner: T. Criares 

Title: EXTRACTION PROCESS FOR PRODUCING PLGA MICROSPHERES 



SUPPLEMENTAL DECLARATION 

We, John Van Hamont, Curt Thies, Robert H. Reid, Charles McQueen and Jean 
Setterstrom, hereby declare that we are citizens of the United States and that our 
residences are as stated below next to our names. We believe that we are the original 
inventors of the invention entitled EXTRACTION PROCESS FOR PRODUCING PLGA 
MICROSPHERES described and claimed in our original application no. 08/698,896, 
filed August 16, 1996, and the resulting United States Patent No. 5,705,197 which issued 
January 6, 1998 ("the '197 patent"), which was a continuation-in-part of United States 
patent application serial no. 08/242,960, filed May 16, 1994, and for which invention a 
reissue patent is solicited. 

We do not know and do not believe that the invention of the ' 197 patent was ever 
known or used in the United States before our invention thereof. Furthermore, we do not 
know and do not believe that the invention was patented or described in any publication 
in any country before our invention thereof, or more than one year prior to the original 
application. We do not know and do not believe that the invention was in public use or 
on sale in the United States more than one year prior to the original application. To the 
best of our kjiowledge and belief, this invention has not been patented or made the 
subject of an inventor's certificate in any country foreign to the United States prior to the 
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date of the original application on an application filed by us or our legal representatives 
or assigns more than twelve months before our original application. 

We have reviewed and understand the contents of the specification, including the 
claims, as amended by any amendments specifically referred to in this Declaration and all 
previous amendments made. We acknowledge the duty to disclose information of which 
we are aware and which is material to the examination of the application in accordance 
with the rules of disclosure. 

We believe that through error, without any deceptive intent, the '197 patent is 
partially inoperative or invalid by reason of the patentee claiming more or less than the 
patentee had the right to claim in the patent. In particular, we believe that the claims as 
issued are too narrow given the breadth of the disclosure in the specification. We believe 
that this was the result of our patent attomey's failure to appreciate the fiill scope of the 
invention. This possible error in the claim language arose without deceptive intent during 
prosecution of the application before the United States Patent and Trademark Office. 

Specifically, the originally-issued claim 1 required in step (a) that a lyophilized 
biologically active material-sucrose matrix be prepared, and then acetonitrile solvent be 
added to form a solution. Step (b) in originally-issued claim 1 requires the preparation of 
a solution of a biodegradable poly(DL-lactide-co-glycolide) polymer by adding 
acetonitrile solvent to the polymer. However, our specification describes that the 
biologically active material can be blended directly into the polymer solution or dispersed 
within the sucrose or other suitable stabilizer prior to being blended into the polymer 
solution. (See for instance, column 1, lines 22-26 and column 3, lines 9-17.) Thus, at 
least some aspects of step (a) as included in originally-issued claim 1 are optional, and it 
was an error to require all the features of step (a) in our broadest issued claim. This is an 
error we seek to correct in this reissue application. 

Every error in the patent which was corrected in the present reissue application, 
and is not covered by a prior oath/declaration submitted in this application, arose without 
any deceptive intention on the part of the applicant. 

Therefore, by reason of the above-described errors, claims presented in original 
Patent 5,705,197 are possibly not broad enough to cover all aspects of the invention 
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disclosed in the patent. By this reissue application, the identified errors are believed to be 
corrected. 

All errors which are being corrected in the present reissue application up of the 
time of filing of this declaration arose without any deceptive intention on the part of the 
applicant. 

Wherefore we request that we may be allowed to surrender, and we hereby offer 
to surrender, said United States Letters Patent No. 5,705,197, and request that Letters 
Patent be reissued to us and the assignee, The United States of America as represented by 
the Secretary of the Army, for the same invention upon the foregoing amended reissue 
application. 

We hereby declare further that all statements made herein of our knowledge are 
true and that all statements made on information and belief are believed to be true. We 
further declare that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under 
$1001 of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of the appliation or any patent issued thereon. 

We hereby appoint Mariana K. Titus (Reg. No. 35,843) and Caroline Nash (Reg. 
No. 36,329) of Nash & Titus, LLC, 6005 Riggs Road, Laytonsville, Maryland 20882 (tel. 
no. 301-977-7227), Elizabeth Arwine (Reg. No. 45,867), attorney for the United States 
Army Medical Research and Materiel Command, individually and collectively as our 
attomeys to prosecute this application and to transact all business in the United States 
Patent and Trademark Office connected therewith and with the resultant Patent. 



Inventor's Name: John Van Hamont 
Inventor's Residence: 10518 Mustang Ridge 

Converse, Texas 78109 
Inventor's Citizenship: USA 
Inventor's Signature: ^^^^^-^^ ^^gfc^^ 
Date Signed: ^ O cZ:^^^ Zoo^ 
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Inventor's Name: CurtThies 
Inventor's Residence: 305 Fawn Meadows 
Ballwin, MO 63001 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 



Inventor's Name: Robert H. Reid 
Inventor's Residence: P.O. Box 531 

Fairfield, Pennsylvania 17320 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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Inventor's Name: Charles McQueen 
Inventor's Residence: 16805 Ethelwood Terrace 

Olney, Maryland 20832 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 



Inventor's Name: Jean Setterstrom 
Inventor's Residence: 700 Hampton Trace Lane 
Alpharetta, Georgia 30004 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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^^^^'THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re: PATENT APPLICATION of 
Inventor(s)Van Hamont, et al. 

Appln. No.: 08/698,896 (U.S. Patent No. 5,705,197) Group Art Unit: 1617 

Issued January 1, 1998 

Reissue Filed: January 6, 2000 Examiner: T. Criares 

Title: EXTRACTION PROCESS FOR PRODUCING PLGA MICROSPHERES 



SUPPLEMENTAL DECLARATION 

We, John Van Hamont, Curt Thies, Robert H. Reid, Charles McQueen and Jean 
Setterstrom, hereby declare that we are citizens of the United States and that our 
residences are as stated below next to our names. We believe that we are the original 
inventors of the invention entitled EXTRACTION PROCESS FOR PRODUCING PLGA 
MICROSPHERES described and claimed in our original application no. 08/698,896, 
filed August 16, 1996, and the resulting United States Patent No. 5,705,197 which issued 
January 6, 1998 ("the '197 patent"), which was a continuation-in-part of United States 
patent application serial no. 08/242,960, filed May 16, 1994, and for which invention a 
reissue patent is solicited. 

We do not know and do not believe that the invention of the '197 patent was ever 
known or used in the United States before our invention thereof Furthermore, we do not 
know and do not believe that the invention was patented or described in any publication 
in any country before our invention thereof, or more than one year prior to the original 
application. We do not know and do not believe that the invention was in public use or 
on sale in the United States more than one year prior to the original application. To the 
best of our knowledge and belief, this invention has not been patented or made the 
subject of an inventor's certificate in any country foreign to the United States prior to the 
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date of the original application on an application filed by us or our legal representatives 
or assigns more than twelve months before our original application. 

We have reviewed and understand the contents of the specification, including the 
claims, as amended by any amendments specifically referred to in this Declaration and all 
previous amendments made. We acknowledge the duty to disclose information of which 
we are aware and which is material to the examination of the application in accordance 
with the rules of disclosure. 

We believe that through error, without any deceptive intent, the '197 patent is 
partially inoperative or invalid by reason of the patentee claiming more or less than the 
patentee had the right to claim in the patent. In particular, we believe that the claims as 
issued are too narrow given the breadth of the disclosure in the specification. We believe 
that this was the result of our patent attorney's failure to appreciate the fiiU scope of the 
invention. This possible error in the claim language arose vdthout deceptive intent during 
prosecution of the application before the United States Patent and Trademark Office. 

Specifically, the originally-issued claim 1 required in step (a) that a lyophilized 
biologically active material-sucrose matrix be prepared, and then acetonitrile solvent be 
added to form a solution. Step (b) in originally-issued claim 1 requires the preparation of 
a solution of a biodegradable poly(DL-lactide-co-glycolide) polymer by adding 
acetonitrile solvent to the polymer. However, our specification describes that the 
biologically active material can be blended directly into the polymer solution or dispersed 
within the sucrose or other suitable stabilizer prior to being blended into the polymer 
solution. (See for instance, column 1, lines 22-26 and column 3, lines 9-17.) Thus, at 
least some aspects of step (a) as included in originally-issued claim 1 are optional, and it 
was an error to require all the features of step (a) in our broadest issued claim. This is an 
error we seek to correct in this reissue application. 

Every error in the patent which was corrected in the present reissue application, 
and is not covered by a prior oath/declaration submitted in this application, arose without 
any deceptive intention on the part of the applicant. 

Therefore, by reason of the above-described errors, claims presented in original 
Patent 5,705,197 are possibly not broad enough to cover all aspects of the invention 
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disclosed in the patent. By this reissue application, the identified errors are believed to be 
corrected. 

All errors which are being corrected in the present reissue application up of the 
time of filing of this declaration arose without any deceptive intention on the part of the 
applicant. 

Wherefore we request that we may be allowed to surrender, and we hereby offer 
to surrender, said United States Letters Patent No. 5,705,197, and request that Letters 
Patent be reissued to us and the assignee. The United States of America as represented by 
the Secretary of the Army, for the same invention upon the foregoing amended reissue 
application. 

We hereby declare further that all statements made herein of our knowledge are 
true and that all statements made on information and belief are believed to be true. We 
further declare that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under 
$1001 of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of the appliation or any patent issued thereon. 

We hereby appoint Mariana K. Titus (Reg. No. 35,843) and Caroline Nash (Reg. 
No. 36,329) of Nash & Titus, LLC, 6005 Riggs Road, Laytonsville, Maryland 20882 (tel. 
no. 301-977-7227), Elizabeth Arwine (Reg. No. 45,867), attorney for the United States 
Army Medical Research and Materiel Command, individually and collectively as our 
attomeys to prosecute this application and to transact all business in the United States 
Patent and Trademark Office connected therewith and with the resultant Patent. 

Inventor's Name: John Van Hamont 
Inventor's Residence: 239 B Bamard Loop 

West Point, New York 10996 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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Inventor's Name: CurtThies 
Inventor's Residence: 305 Fawn Meadows 
Ballwin, MO 63001 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 



Inventor's Name: Robert H. Reid 
Inventor's Residence: P.O. Box 531 

Fairfield, Pennsylvania 17320 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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Inventor's Name: Charles McQueen 
Inventor's Residence: 16805 Ethelwood Terrace 

Olney, Maryland 20832 
Inventor's Citizenship: USA . 
Inventor's Signature: OLU^iuM, m\ — 



Date Signed: \h CL^^<^^ 



Inventor's Name: Jean Setterstrom 
Inventor's Residence: 700 Hampton Trace Lane 
Alpharetta, Georgia 30004 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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THE UNITED STATES PATENT AND TRADEMARK OFFICE 

n re: PATENT APPLICATION of 
Inventor(s)Van Hamont, et al. 

Appln. No.: 08/698,896 (U.S. Patent No. 5,705,197) Group Art Unit: 1617 

Issued Januaty 1, 1998 

Reissue Filed: January 6, 2000 Examiner: T. Criares 

Title: EXTRACTION PROCESS FOR PRODUCING PLGA MICROSPHERES 



SUPPLEMENTAL DECLARATTQN 

We, John Van Hamont, Curt Thies, Robert H, Reid, Charles McQueen and Jean 
Setterstrom, hereby declare that we are citizens of the United States and that our 
residences are as stated below next to our names. We believe that we are the original 
inventors of the invention entitled EXTRACTION PROCESS FOR PRODUCING PLGA 
MICROSPHERES described and claimed in our original application no. 08/698,896, 
filed August 16, 1996, and the resulting United States Patent No. 5,705,197 which issued 
January 6, 1998 ("the '197 patent"), which was a continuation-in-part of United States 
patent application serial no. 08/242,960, filed May 16, 1994, and for which invention a 
reissue patent is solicited. 

We do not know and do not believe that the invention of the '197 patent was ever 
known or used in the United States before our invention thereof Furthermore, we do not 
know and do not believe that the invention was patented or described in any publication 
in any country before our invention thereof, or more than one year prior to the original 
application. We do not know and do not believe that the invention was in public use or 
on sale in the United States more than one year prior to the original application. To the 
best of our knowledge and belief, this invention has not been patented or made the 
subject of an inventor's certificate in any country foreign to the United States prior to the 
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date of the original application on an application filed by us or our legal representatives 
or assigns more than twelve months before our original application. 

We have reviewed and understand the contents of the specification, including the 
claims, as amended by any amendments specifically referred to in this Declaration and all 
previous amendments made. We acknowledge the duty to disclose information of which 
we are aware and which is material to the examination of the application in accordance 
with the rules of disclosure. 

We believe that through error, without any deceptive intent, the *197 patent is 
partially inoperative or invalid by reason of the patentee claiming more or less than the 
patentee had the right to claim in the patent. In particular, we believe that the claims as 
issued are too narrow given the breadth of the disclosure in the specification. We believe 
that this was the result of our patent attorney's failure to appreciate the fiiU scope of the 
invention. This possible error in the claim language arose without deceptive intent during 
prosecution of the application before the United States Patent and Trademark Office. 

Specifically, the originally-issued claim 1 required in step (a) that a lyophilized 
biologically active material-sucrose matrix be prepared, and then acetonitrile solvent be 
added to form a solution. Step (b) in originally-issued claim 1 requires the preparation of 
a solution of a biodegradable poly(DL-lactide-co-glycolide) polymer by adding 
acetonitrile solvent to the polymer. However, our specification describes that the 
biologically active material can be blended directly into the polymer solution or dispersed 
within the sucrose or other suitable stabilizer prior to being blended into the polymer 
solution. (See for instance, column 1, lines 22-26 and column 3, lines 9-17.) Thus, at 
least some aspects of step (a) as included in originally-issued claim 1 are optional, and it 
was an error to require all the features of step (a) in our broadest issued claim. This is an 
error we seek to correct in this reissue application. 

Every error in the patent which was corrected in the present reissue application, 
and is not covered by a prior oath/declaration submitted in this application, arose without 
any deceptive intention on the part of the applicant. 

Therefore, by reason of the above-described errors, claims presented in original 
Patent 5,705,197 are possibly not broad enough to cover all aspects of the invention 
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disclosed in the patent. By this reissue application, the identified errors are believed to be 
corrected. 

All errors which are being corrected in the present reissue application up of the 
time of filing of this declaration arose without any deceptive intention on the part of the 
applicant. 

Wherefore we request that we may be allowed to surrender, and we hereby offer 
to surrender, said United States Letters Patent No. 5,705,197, and request that Letters 
Patent be reissued to us and the assignee. The United States of America as represented by 
the Secretary of the Army, for the same invention upon the foregoing amended reissue 
application. 

We hereby declare further that all statements made herein of our knowledge are 
true and that all statements made on information and belief are believed to be true. We 
further declare that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under 
$1001 of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of the appliation or any patent issued thereon. 

We hereby appoint Mariana K. Titus (Reg. No. 35,843) and Caroline Nash (Reg. 
No. 36,329) of Nash & Titus, LLC, 6005 Riggs Road, Laytonsville, Maryland 20882 (tel. 
no. 301-977-7227), Elizabeth Arwine (Reg. No. 45,867), attomey for the United States 
Army Medical Research and Materiel Command, individually and collectively as our 
attorneys to prosecute this application and to transact all business in the United States 
Patent and Trademark Office connected therewith and with the resultant Patent. 

Inventor's Name: John Van Hamont 
Inventor's Residence: 239 B Barnard Loop 

West Point, New York 10996 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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Inventor's Name: CurtThies 
Inventor's Residence: 305 Fawn Meadows 
Ballwin, MO 63001 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 



Inventor's Name: Robert H. Reid 
Inventor's Residence: P.O. Box 531 

Fairfield, Pennsylvania 17320 
Inventor's Citizenship: USA 

Inventor's Signature: 

Date Signed: 
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Inventor's Name: Charles McQueen 
Inventor's Residence: 16805 Ethelwood Terrace 

Olney, Maryland 20832 
Inventor's Citizenship: USA. 

Inventor's Signature: ; 

Date Signed: 



Inventor's Name: Jean Setterstrom 
Inventor's Residence: 700 Hampton Trace Lane 
Alpharetta, Georgia 30004 
Inventor's Citizenship: USA 

Inventor's Signature: (K^ ^XJi^XiA.JCv^7r- 

Date Signed: (luy^ Z^^¥ 
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^ Tf t yi imrTCT atatm patttnt and TRAPFM AUK omCK 

IB rc P AIBNT AmiCATION OF 
VanHamoot REISSUE of U S. Patent No. 5,70S.197 
ApphLNo.: TBA Group Aft IMt: IBA 

Filwl: Itoiwith Examiner TBA 

Title: EXntACnON PROCESS FOR PRODUCING PLGA MICROSPHERES 



A.TOBNT (IF ASSTGNEE AKD STAlffl^ffihTT 17WDER ^ CFR 3.73fh^ 

Hott Commiaaumflr of Pateots 

and l^Adcsnusks 
WaahtngtttuD.C. 20231 

Sir: 

Tbe undormgDcd itatea the foUowing: 

1 . Tbe imdcraigtted veriiiei that be it empowered to fign titia atatement under 
federal Uwa on behalf of the asngDee. 4^ Govemmmt of the Unitei Statea, as 
npiwAited by the Secretary of tiie Aimy. 

2. The Govenimentofthe Unites States, as repxvaemedV^Sec^^ 
Annyp is the asaigoee of the eatiie interest in the Ueited States Lettov Patent No. 

5 J05tl97» which is evidenced by the aasigtimalt filed and tecocded in tise U.S. Pi^ent 
and Trademaik Office on February 13. 1997, and given Reel No. 8361 and Frame No, 
0352- 

3. ThemidezvigncdMbdiAlfoftheaasigneeceftifieathat^to^ 
assignee's knowledge and belief, title tD this patent is in the assignee. 



Van KMBOVt tUautttt Applieatxn of U^. PBtentNo. 5,705.197 



4. llMinxknigDed on behilfoftiieafilgnaeiMaiti to the filing 
•Konpanyinf reime applicatioa of Patent No. 5.705,197. 




